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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on 5/11/06 . 
2a)IEI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) D Claim(s) 1-3 and 10-17 is/are pending in the application. 

4a) Of the above claim(s) 17 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) 1-3 and 10-16 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) Q N oi\ce of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) □ Other: . 
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Claims 1-3, 10-17 are pending in this application. 
Claim 17 is drawn to non-elected invention. 
Claims 4-9 are cancelled. 

RESTRICTION REQUIREMENT 

In response to applicant's request for rejoinder filed 3/31/05, the restriction of groups V- 
VII is now withdrawn, and claims 10-16 are rejoined with the elected invention of claims 1-3. 
However, such rejoinder is deemed an amendment. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 10-13 are rejected under 35 U.S.C. 101 because under US patent practice, a use 
claim without setting forth the steps involved in the process is an improper definition of a 
process, under 35 U.S.C. See Ex parte Dunki, 153 USPQ 678 (Bd. App, 1967) and Clin. 
Products v. Brenner, 149 USPQ 475 (D.D.C., 1966). By deleting the claims the rejection would 
be overcome. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 14-16 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The phraseology "or a genetically related infection", claims 14-15, is not defined in the 
specification so as to ascertain the infections and their agents. The specification lacks 
adequate support for claim 16. The specification fails to show evidence of all the derivatives of 
formula I (protected and unprotected) and how such are interconverted or removal of their 
protective groups. Applicant cannot claim known processes that may be applicable in the 
interconversion or removal of protective groups of the instant compounds. Applicant must claim 
only the processes that embody applicant's invention having support in the specification. The 
specification also fails to set forth how to make the solvates of the compounds of formula I. 
Applicant must show possession of the invention by describing it with all the claimed limitations. 
Lookwood v. American Airlines Inc. 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (Fed Cir. 
1997). By deleting "or genetically related infection" in claims 14-15, and delete steps (E), (F) 
and the optional step in claim 16, the rejection would be overcome. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claims 14-16 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant regards 
as the invention. 
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For reasons set forth above under 35 USC 1 12, first paragraph, claims 14-16 
are indefinite. 

Claim 16 is written in functional language and therefore, broader than the enabling 
disclosure in the specification. Steps (E) and (F) of the claim fail to set forth the specific steps of 
how the processes are performed. The Examiner must read the specification into the claims 
contrary to Official practice and several courts' decisions. In patent examination, it is essential 
for claims to be precise, clear, correct, and unambiguous. In re Zletz t 893 F.2d 319, 13 
USPQ2d 1320 (Fed. Cir. 1989). 

Claim 16 is an independent claim but, fails to define the substituents of formulae ll-V and 
X. A claim must stand alone to define the invention, and incorporation into the claim by 
reference to the specification or an external source is not permitted. Ex parte Fressola. 27 
USPQ 2d 1608, BdPatApp & Inter. (1993). As written, the claim is confusing as to the 
alternative steps of making formula I. By adding the definitions of the substituents and "or" at the 
end of each alternative step, the rejection would be overcome. 



Double Patenting Rejection 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long'u 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In 
re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel y All F.2d 438, 164 
USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 
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Claims 1-3 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims of U.S. Patent No. 10/1 18,512, which is allowed. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because both applications claim compounds having similar generic formulae and several same 
species are in the claims. 

This is a provisional double patenting rejection since the conflicting claims are allowed 
and have not yet been patented. 

Applicant's arguments filed 5/1 1/06 have been fully considered but they are not 
persuasive. Applicant requests that above rejection be held in abeyance pending the publication 
of US '512, at which time a TD would be filed. The rejection would only be reconsidered after a 
TD is filed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Telephone Inquiry 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Taofiq A. Solola, PhD. JD., whose telephone number is (571) 272-0709. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. Joseph McKane, can be reached on (571) 272-0699. The fax phone number for 
this Group is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 




June 22, 2006 



TAOFIQ SOLOLA 
PRIMARY EXAMINER 



